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More than just an itch: Impact of cholestatic pruritus in primary biliary cholangitis on 
health-related quality of life
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Pruritus associated with primary biliary cholangitis (PBC) affects sleep, and
social and emotional wellbeing, yet there is limited understanding or appreciation
of the impact that cholestatic pruritus can have on those who live with it, with
people dismissing pruritus as “just an itch”.
The EQ-5D is a standardized measure of health-related quality of life (HRQoL).
It provides a simple, generic questionnaire for use in clinical and economic
appraisal and population health surveys. It has 2 parts:

a. The descriptive system comprising 5 dimensions: mobility, self-care, usual
activities, pain/discomfort and anxiety/depression

b. The VAS records the patient's self-rated health on a vertical visual analogue
scale, where the endpoints are labelled 'The best health you can imagine'
and 'The worst health you can imagine’

The responses to the 5 questions in the descriptive system can be translated into a
health utility score (a single value between 0 [death] and 1 [perfect health]).
A recent UK study explored EQ-5D utilities in a broad PBC population.1 Here,
using data from the Phase 2b GLIMMER study (post hoc) investigating linerixibat
for the treatment of cholestatic pruritus in PBC (NCT02966834), the impact of
itch severity on health utility in PBC is explored and quantified for the first time.
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Conclusions
Cholestatic pruritus (particularly severe pruritus)
has a significant negative impact on HRQoL
and health utility in PBC patients.

Presence and severity of itch should be evaluated
in PBC and prioritized in treatment plans.

BBaacckkggrroouunndd  &&  AAiimmss

GLIMMER was a 12-week, double-blind, randomized, placebo-controlled, Phase 2b
study of linerixibat for patients with PBC and pruritus.
Patients in GLIMMER recorded itch twice daily on a 0–10 numerical rating scale (NRS)
and, completed the EQ-5D-5L instrument at study entry, baseline and end of study
treatment. Baseline followed a 4-week single blind placebo run in period.
EQ-5D utility values were calculated using the nonparametric model mapping
function from the EQ-5D-5L to EQ-5D-3L developed by van Hout et al.2 and the UK
population norms value set.3

Patients were classified as having mild (=3), moderate (≥4 to <7) or severe pruritus
(≥7 to 10) using the mean Worst Daily Itch score from the NRS in the
7 days prior to baseline.
A targeted literature review was conducted to identify health utilities for more
common and, crucially, better understood conditions to aid comparison and
communication of the impact that cholestatic pruritus can have on heath related
quality of life.

The GLIMMER population (N=147) was 94% female with a mean (SD)
age at baseline of 55.8 (11.04) years.

Most patients had moderate pruritus (n=76, 52%), and similar numbers
had mild (n=35, 24%) and severe (n=36, 24%).

Patients with mild or moderate pruritus at baseline had similar mean (SD)
health utilities of 0.75 (0.17) and 0.76 (0.17). Patients with severe
pruritus at baseline had notably worse health utility 0.49 (0.28).

The 2020 study by Rice et al1 reported health utility for the general PBC
population as 0.87 (0.11). Regardless of itch severity, patients with
pruritus had lower health utility than the general PBC population
illustrating the pervasive impact pruritus has on quality of life in patients
with PBC.

Patients with severe 
pruritus had a health utility 
similar to patients with 
severe Parkinson’s disease

0
0.1
0.2
0.3
0.4
0.5
0.6
0.7
0.8
0.9

1

U
til

ity
 In

de
x 

Sc
or

e

H
ep

at
iti

s 
C

(C
or

te
si

20
20

)

PB
C

(C
or

te
si

20
20

)

H
ep

at
or

ce
llu

la
r

C
ar

ci
no

m
a

(C
or

te
si

20
20

)

PB
C

 &
 M

od
er

at
e 

Pr
ur

itu
s

(G
LI

M
M

ER
)

PB
C

 &
 M

ild
 

Pr
ur

itu
s

(G
LI

M
M

ER
)

C
O

PD
(N

ol
an

 2
01

5)

En
d 

St
ag

e 
R

en
al

 D
is

ea
se

(Y
an

g 
20

15
)

H
ea

rt 
Fa

ilu
re

(S
qu

ire
 2

01
7)

PB
C

 &
 S

ev
er

e 
Pr

ur
itu

s
(G

LI
M

M
ER

)

Se
ve

re
 P

ar
ki

ns
on

’s
 

D
is

ea
se

 
(A

lv
ar

ad
o-

Bo
la

ño
s 

20
15

)

A range of conditions, both liver-related and not
were included in the review and compared with the
health utilities seen in patients in GLIMMER (Figure 1).

Patients with severe pruritus at baseline had a
health utility similar to patients with severe
Parkinson’s disease (0.47 [0.22]; Figure 1).4
Whereas those with mild and moderate cholestatic
pruritus fare worse on average than the overall PBC
population as well as patients with hepatitis C and
hepatocellular carcinoma.

A separate systematic literature review5 identified
seven publications citing health utilities for liver
disease with a range of mean health utility scores
from 0.59 to 0.81.

Over the course of the study health utility
declined in the placebo group (–0.01) and
increased across all linerixibat treatment arms
(0.04–0.05). Although improvements were small
(confidence intervals crossed zero), the directional
change is indicative of a treatment effect of
linerixibat. The efficacy of linerixibat in treating
cholestatic pruritus and its impact on sleep and
quality of life is being evaluated in the ongoing
Phase 3 GLISTEN study (NCT04950127).
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Figure 1. Health utility mean (SD) of patients with PBC Pruritus compared with liver-related and other conditions

COPD, chronic obstructive pulmonary disease; PBC, primary biliary cholangitis; SD, standard deviation


